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DETAILED ACTION 
Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner In which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-2 and 5-6 are rejected under 35 U.S.C. 103(a) as being unpatentable 

over Ober U.S. Patent number 4,669,477 in view of Njemanze U.S. Patent Number 

6.468.219. 

Ober discloses an apparatus comprising a biosensor (20) adapted to sense a 
phenomenon associated with a sleeping disorder event; a stimulating signal applied to a 
patients jaw to prevent bruxism. a processor (26) in communication with the processor 
and the signal stimulator (36) for processing signals received from the biosensor and for 
controlling operation of the signal stimulator, wherein in response to the phenomenon, 
the biosensor communicates a signal to the processor and the processor operates the 
stimulating signal module to initiate stimulating signal actuation (see figure 1). 
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Ober fails to disclose a drug delivery module. 

Njemanze discloses a similar device, including injection drug delivery module 
(col. 5 line 21) containing relaxant. 

It would have been obvious to one having ordinary skill in the art at the time of 
invention by the applicant to modify the device of Ober by Incorporating the drug 
delivery module of the type taught by Njemanze, in order to effectively treat sleep 
disorders using recognized relaxant drugs. 

Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over Ober U.S. 
Patent number 4,669,477 in view of Njemanze and further in view of Berthon-Jones et 
al U.S. Patent Number 5.560,354. 

Ober in view of Njemanze disclose the device as described above in reference to 
claim 1 , but fail to explicitly disclose that the device is adapted to emit relaxant to air in 
the vicinity of the patient. 

Berthon-Jones et al discloses a similar device in which the relaxant is emitted to 
air In the vicinity of the patient (see figure lb). 

It would have been obvious to one having ordinary skill in the art at the time of 
invention by applicant to modify the device of Ober in view of Njemanze, by 
incorporating delivery of the relaxant drug into air in the vicinity of the patient, in order to 
provide a safe non-invasive delivery device. 

Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Ober in 
view of Njemanze and further In view of Reed et al U.S. Patent number 6,299,900. 



Application/Control Number: 10/692,757 Page 4 

Art Unit: 3763 

Ober in view of Njemanze discloses tlie device as described above in reference to claim 
1 . but fail to explicitly disclose that the drug module is transdermal. 

Reed et al discloses a similar device in which the drug delivery device module 
comprises a transdermal module (col. 1 line 5). 

It would have been obvious to one having ordinary skill in the art at the time of 
invention by the applicant to modify the device of Ober in view of Njemanze by 
incorporating the transdermal drug module of the type taught by Reed et al, in order to 
provide a safe, non-invasive drug delivery. 

Double Patenting 



A rejection based on double patenting of the "same invention" type finds its 
support In the language of 35 U.S.C. 101 which states that "whoever invents or 
discovers any new and useful process ... may obtain a patent therefor ..." (Emphasis 
added). Thus, the ternn "same invention," in this context, means an invention drawn to 
identical subject matter. See Miller v. Eagle Mfg. Co., 151 U.S. 186 (1894); In re 
Ockert, 245 F.2d 467, 1 14 USPQ 330 (CCPA 1957); and In re Vogel, 422 F.2d 438, 164 
USPQ 619 (CCPA 1970). 

A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by ' 
canceling or amending the conflicting claims so they are no longer coextensive in 
scope. The filing of a terminal disclaimer cannot overcome a double patenting rejection 
based upon 35 U.S.C. 101. 

Claims 1-6 are rejected under 35 U.S.C. 101 as claiming the same invention as 

that of claim1-6 of prior U.S. Patent No. 6,638,241 . This is a double patenting rejection. 

Conclusion 



The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 



Application/Control Number: 10/692,757 



Page 5 



Art Unit: 3763 

US 6954668 B1 Cuozzo; John W. 
US 6632843 B1 Friedman; IVIarl^ 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Aamer S. Ahmed whose telephone number is 571-272- 
5965. The examiner can normally be reached on Monday thru Friday 9-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas LucchesI can be reached on 571-272-4977. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Infomnation regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 





A. Ahmed 
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